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NOTICE TO FILE MISSING PARTS OF APPLICATION 

Filing Date Granted 

■ - : * ■ ■ J - > vV ' r ■ r - 1 ■ . ■* . 

An Application Number and Filing Date have been assigned to this application. The items indicated below, however, are missing. Applicant 
is given TWO MONTHS FROM THE DATE OF THIS NOTICE within which to file all required items and pay any fees required below to 
avoio^bandonment. Extensions of time may be obtained by filing a petition accompanied by the extension fee under the provisions of 
37CFR 1M36(a). If any of Items 1 or 3 through 5 are indicates mfs^^ $65.00 
for a smaffentity in compliance with 37 CFR 1.27, or 30.00 foV a nonimall entity^ ust\Mcj be timely submitted in reply 
to this NOTICE to avoid abandonment. * ' \ T J 

if all required items on this form are filed within the period seiabgge, the total amount owed by applicant as a 

□ small entity (statement filed) ttnon-small entity is $ y Z n) 

The statutory basic filing fee is: 
V ? B^lriissing. - :; . . 2 
□ insufficient / ^g. 

Applicant must submit $ — /CsQ — Z_ — : to complete the basic filing fee and/or file a small entity statement 



■^pc claiming!:such:status\(37..CfzR:1:27): ■ 
1-K2. .The following additional claims fees are due: 



_for 



Jor_ 



Jotal claims over 20. 
.independent claims over 3. 



Jor multiple dependent claim surcharge. 



Applicant must either submit the additional claim fees or cancel additional claims for which fees are due. 
0*3. The oath or declaration: 
(^■^jrijs^imor unsigned. 
□ does not cover the newly submitted items. 

An oath or declaration in compliance with 37 CFR 1. 63, including residence information and identifying the application by 

the above Application Number and Filing Date is required. 
r /i 4. The signature(s) to the oath or declaration is/are b / a person other than inventor or person qualified under 37 CFR 1 .42, 

1.43 or 1.47. t ^ . . ' 

A properly signedpath or decla'ralBrr Ecompliance with 37 CFR 1.63, identifying 1 the' application by the above ' ^ 
Application Number and Filing Date, is required. 

Lj 5. The signature of the following joinv inventor(s) is missing from the oath or declaration: 

An oath or declaration in compliance with 37 CFR 1.63 listing the names of all inventors and signed by the omitted 
inventor(s), identifying this application by the above Application Number and Filing Date, is required. 
□ 6. A $50.00 processing fee is required since your check was returned without payment (37 CFR 1.21(m)). 
• □ 7. Your filing .receipt was mailed in error because your check was returned without payment. 

& than English. . ... ^?SS , ^ ^C \ 

' ApplicahVmust'file a verified English translation of the application, the $130. 00 set forth in C&si&f 7(k), unless ' 
previously submitted, and a statement that the translation is accurate (37 CFR 1.52(d)). *ft r *- RS -* 
■ □ 9. OTHER: . ' ' . . g . ■ ■ . " 
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? IN THE UNITED STATES PATENT AND TRADEMARK OFFICE / 



FILING COMPLETION UNDER RULE 53(f^A P $ 

( NOT PCT Applications) 
For Design, Provisional, or Utility Applications | $g> Q 9 1999 ujj 



PATENT 
PLICATION 



In re PATENT APPLICATION of 
Inventor(s): ENGELetal. 
Appln. No.: 09 



Filed: 
Title: 



COMPLETION Under 

. Rule 53(f) 



Attn: Application Division 



333,256 



Series Code ft I Serial No. ft 
June 15, 1999 

CYCLOPHOSPHAMIDE FILM-COATED 
TABLETS 



Atty.Dkt. 



PM 



260218 



97/20PH/De 



M# 



Client Ref 



Date: September 9, 1999 



Hon. Commisioner of Patents and Trademarks 
Washington,DC 20231 

Sir: 

The following completes the filing under Rule 53(f) of the above-identified patent application! 

1 . Notice to File Missing Parts ^ copy attached □ not yet received 

2. ^ Signed Declaration attached. ^ Original □ Facsimile/Copy 

(Always "X" box 2 if filling signed Declaration and 

"X" box 2A only if tog box of the Declaration is X'd and file application copy, or % 
f" "X" box 2B only if none of the top three boxes of the Declaration is X'd.) 

2A. □ Attached: Original signed Declaration with attached specification (including claim(s)) which is a copy of 
specification and claim(s) originally filed to secure the above filing date. 

2B. □ The original application as filed in the PTO on the above filing date is the application which each 
inventor executed by signing the attached Rule 63 Declaration. 

3. □ Specification originally filed in non-English language; hence verified translation attached of: 

a. □ Abstract 

b. | # | pages of Specification(only spec. & claims) 

c □ Drawing Fig(s). 



4. □ Letter filing formal drawing attached. 

5. ^ Attached is an assignment and cover sheet. Please return the recorded assignment to the undersigned. 

6. DOMESTIC/INTERNATIONAL priority is claimed under 35 USC 1 19(e)/120/365(c) based on the following 



provisional, nonprovisional and/or PCT international application(s): 



Application No. 


Filing Date 


Application No. 


Filing Date 


0) 




(2) 








(4) 




-1 




(6) 





7. FOREIGN priority is claimed under 35 USC 1 19(a)-(d)/365(b) based on filing in Germany 
8. 



Application No. 


Filing Date 


Application No. 


Filing Date 


(1) 198 26 517.4 


15 June 1998 


(2) 




(3) 




(4) 




(5) 




(6) 
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Completion Under Rule 53(b) 



1 



(No.) Certified copy (copies): □ attached; 
in U.S. Application No. 09/333,256 



previously filed (date) June 15, 1999 
filed on June 15, 1999 



10. □ Attached: 

11. □ Attached: 



(No.) Verified Statement(s) establishing "small entity" status under Rules 9 & 27. 



12. 



Preliminary Amendment: Claim 4, line 1, after "in" insert -any one of—. 



THE FOLLOWING FILING FEE IS BASED ON CLAIMS AS FILED LESS ANY ABOVE CANCELLED 





Large/Small 
Entity 




Fee 
Code 


13. Basic Filing Fee Design Application 

Not Design Application 


$310/$155 
$760/$380 


+760 


106/26 
101/201 


14. Total Effective Claims 


6 


minus 20 = 


0 


x$18/$9 


+0 


103/203 


15. Independent Claims 


1 


minus 3 = 


0 


x $78/$39 


+0 


102/202 


16. If anv proper multiple dependent claim (ianore improper) is present. 
(Leave this line blank if this is a reissue application) 


$260/$130 


+260 


104/204 


17. Surcharge for filing Declaration/filing fee late 


$130/$65 


+130 


105/205 


1 8: FILING FEE ENCLOSED = 


$1150 


19. Oriqinal due date: September 16. 1999 


20. Petition is hereby made to extend the oriqinal due date to (1 mo) 
cover the date this response is filed for which the requisite fee (2mos) 
is attached (3mos) 

(4mos) 


$110/$55 = 
$380/$ 190 = 
$870/$435 = 
$1360/$680 = 


+0 


115/215 
116/216 
117/217 
118/218 


21. If "non-English" box 3 is X'd, add Rule 17(k) processing fee 


$130 


+0 


139 


22. If "assignment" box 5 is X'd, add recording fee 


$40 


+40 


581 


23. Petition Fee for 


$130 


+0 




24. TOTAL FEE ENCLOSED = | $1190 



Our Order No. 



11468 


260218 


c# 


M# 



CHARGE STATEMENT : The Commissioner is hereby authorized to charge any fee specifically authorized hereafter, or any missing or insufficient 
fee(s) filed, or asserted to be filed, or which should have been filed herewith or concerning any paper filed hereafter, and which may be required 
under Rules 16-18 (missing or insufficiencies only) now or hereafter relative to this application and the resulting Official document under Rule 20, or 
credit any overpayment, to our Account/Order Nos. shown above for which purpose a duplicate copy of this sheet is attached. 
This CHARGE STATEMENT does not authorize charge of the issue fee until/unless an issue fee transmittal form is filed. 



1100 New. York Avenue, N.W. 
Ninth Floor East Tower 
Washington, D.C. 20005-3918 
Tel: (202) 861-3000 

Atty/Sec: RNM/lmr 



Pillsbury Madison & Sutro LLP 
Intellectual Property Group 
By: Atty: Ruth N. Morduch 



Sig: 



Reg. No. 31044 



Fax: 
Tel: 



(202) 822-0944 
(202) 861-3617 



NOTE: File in duplicat with PTO receipt (PAT-103A) and attachments 
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Rul 56(a) & (b) = 37 CJF.R. 1 .56(a) & (b) 
PATENT AND TRADEMARK CASES - RULES OF PRACTICE 
DUTY OF DISCLOSURE 





(a) ...Each individual associated with the filing and prosecution of a patent application has a durjfofcandor a**$r 
good faith in dealing with the [Patent and Trademark] Office, which includes a duty to disclosetKfi^/gSlfee all 
information known to that individual to be material to patentability.. .(b) information is material to patentability 
when it is not cumulative and (1) It also establishes by itself, or in combination with other information, a prima 
facie case of unpatentability of a claim or (2) refutes, or is inconsistent with, a position the applicant takes in: (i) 
Opposing an argument of unpatentability relied on by the Office, or (ii) Asserting an argument of patentability 



§102. Conditions for patentability; novelty and loss of right to patent 

A person shall be entitled to a patent unless- 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for patent or 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of the application for patent in the United States, or 

(c) he has abandoned the invention, or 

(d) the invention was first patented or caused to be patented, or was the subject of an inventor's certificate, by the 
applicant or his legal representatives or assigns in a foreign country prior to the date of the application for patent 
in this country on an application for patent or inventor's certificate filed more than twelve months* before the filing 
of the application in the United States, or 

(e) the invention was described in a patent granted on an application for patent by another filed in the United States 
^ before the invention thereof by the applicant for patent, or on an international application by another who has 

fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention thereof 
by the applicant for patent, or 

(f) he did not himself invent the subject matter sought to be patented, or 

(g) before the applicant's invention thereof the invention was made in this country by another who had not 
abandoned, suppressed, or concealed it. In determining priority of invention there shall be considered not only 
the respective dates of conception and reduction to practice of the invention, but also the reasonable diligence of 
one who was first to conceive and last to reduce to practice, from a time prior to conception by the other. 



§103. Condition for patentability; non-obvious subject matter 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was 
made to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall 
not be negatived by the manner in which the invention was made. . . . 

(c) Subject matter developed by another person, which qualified as prior art only under subsection (f) or (g) of 
section 102 of this title, shall not preclude patentability under this section where the subject matter and the 
claimed invention were, at the time the invention was made, owned by the same person or subject to an 
obligation of assignment to the same person. 



* Six months for Design Applications (35 U.S.C. 172). 



PATENT LAWS 35 U.S.C. 
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Tro«koncub*tona und Lossungsmltiel zuf 
JLV.-AppHk3Uan 

Zub.: 1 ln|.-R. mil Trockcnsubslanz 
onib.-. Carmustin 100 ma. 
1 Log,-MiHe1-Amp. anlh-: 
WelL Bc&isndloaa: EihsnOiSml 
Anw.: l. pfirnsre nirniumoro ■ 
esilobissiom, Hlmsiammgiham, Medutio- 
biasiom, Asirozyiorn, Ependymom so- 
Wio mcioaloliaoho Hirniumoro, 

2. mulUptes Myelom 

• (in Itombinailon mil GIUkokonlKOiOen, 
bes. Prodnison). 

3. maligna Lymphoma 

Morb. Hocgkln, Lympbosoi^om, Rouku- 

lumxellsarkom; eolwedor 3ls MonosuO- 

Otonr Oder in (Combination mrt ertderen 

CnemairiBrapwtika. 

a. oasifotniestlnale Karzlnome 

(nur bai torigeschrinonef Erkrankung, 

wonn.andara 2yto«wilk9 worsaol heben). 

5. malignes Melanom . • . 

(nur. In KomWnatlon.mn anoeron ba- * 
w&hfWn Zytontatlkajur 

AnLMftcnrtnJL: Cln^aaohfDnklo Nio- 
^tTLa^rtunWon. Kdf. \8ujgrund daa 
hofton RloJkoe etaer pulmonatan Toxttl- 



Kapseln _ 

Zua,: 1 Kpo. onlh.: Lomusun 40 mg 
Well. B«lflfWiaila: T**um. ^"^'JJgSZ" 
TJfsndtaJrW. inotfJO, Lactam Gofot^ Wpv*>« 

a2m!l: Morbus HoOgkin, prim, und ack. 
Tumoren de* Zrtniralnorvenfiysteme, 

Qaoanonx.: C 110. Stofung dor NioTon- 
(unkiion. UbofemplindiicnKeii gegen Ni- 
tr08oharnsioHdefivaW. 
. Scnwang^StHle.'. C 1 1 0 
Nabanw.: C 110, tungonnbrooo- in 
IComb. mil SKahteniherapie ErDUnaung 
in Elnzollallen. 

Wachoetw,: C1ioo. Kreuzrosisierw mil 
alkyllorenden SuDSisnzan m5gi. Zunoh- 
mo dor Knochenmarktowzitiil d. Theo- 
pbyllin u, CimOlldln. Verringaruno dOf 
Wlrkuna 0. Pnenotwrbiiol mogl. 
Hinw.t Bo3ktionsvermog9nl (V) 
Anw. nur dureh ortahreno OnkolO08n : 
Komrollon vor u. wanrend der Thorapie 
s. Packungsbellage. KooUBzoption wDn- 
rond dar Theraole arlorderiich, 
Doa.: Hut nach Kenmms. der Oosie- 
rungsschamaia. S. Packungsbeitage. 
Lag,: LaaarungBhinweiss 

50Kp&,(N2)(l0x5) M72.0a 



pie aer akuien rympbatiaonon: i 
bRlm Enroc^senan 
a«s»noAz.i C 1 10. ZysiU'S. i 
siOrungon. . -'^Js 

AnW.-baaCftfBnk.: AKaro und go- r.Sfl 
echwAcnte Pal., vora og eg a n gone p 
otroWuftgetnorapi*. Oiabei©9 malU _ 
Leber- und NlorenecnSdigving. 
Schwanfl,/Stint: C 110 ■' 
H.b«fw.! C no. HamormBQiacne i 
tls r hamorrhaglsche Zysuna. Harzrrt-, 
kelscnaoigung inaboa. b^nCfl 
von Cvdoohosphamld und bei voraj 
gangener BoslrehlungamaraplB. 
SCTie inioratiiiollo Lungonlibroso. 
waehaalw.: C no. Bel Oobo vor 1 1 
lariclemndon Wuskelrelaxanzlen b. 
Obor a) no Verrlngonjr»g d«r Psaudo 
linesierasBkonzffniniiio" oln©r te™ 
anhaltonden Apnea KOmmen. VerBiar-j 
kung der m&gllcherwelsa harzEchadfj 
gcndan Wirkung dureh Oo*Qnjbidn 
odor vornergenendo Beairohlung da^^s 
Horzreoion. Wlyal03UDPr033lve Wlrktrng^'- 
bai alaiohz, Oab« won Allopunnol pdar 
Hydrochlorthiosid. vTirkungworcianaiW.r ; 
in Foloe der lndukiion mikrosomate'c *. g 
bcremyme dureh vofauMegaroariQ^ 0 J 
oder gloichz. Gabe von PhenobBfU^v , • 
pnariyioin aOcr Chiorolhydral. V9rmm->^-.::M 
denes Angprocrian auf die vakzlnajiei £ ...^ 
imofunq mil inliuenze-vakzinen. venHrif. -. .m 
aeaing der HWZ und Verzogarung daa-f^ 

SlortWGCnselB dureh glclOhi. Varat>raK^- 
chuno «on Chlorampnon col, -gy 
Hlnw.: Bel Pal- im gaschlechiararten M- 
iar sDilron cmpfnngni^rhQiando UnB-J-;-, 
nahmen goironen worden oio-nooh^^ . 
Baendlgung der CyclophospnamW-TW;,.. 
ropio mind. 6 Mon- aufrechtarhaUen *w» • 

00n mQESCn. 'rJJ : - 

Dot.: Dos. muB InOlviducM orfolgon. Ub;.- 
Itche© Thorapieschama: tgl- ^WngJ 
m«/KOF. Anw. nur naeh Kann.ims dar^. 
Oder Qebraucnsinto. ■ J£ 

ioo Tbl. aul AnTragaj 

QS 013 I Fechinto-Servi^l 
Cyclophoephamid-bloayn t&kj ^ : 

D 2l2f.T 5 1 Ore anlh.: CyC!opnoBpTwrtii^;| 



iHzO SO mg. ti21*^ 
tnyieenutose, Amb**ahoa Gvmmt. yorw/uo./t 



55 0« 

CYCLO-CBlt 50 Ftp (con pharm) 

fllmiablcnon _ , . 

Zua.: 1 Rlmtbl. emh.: Cydophosphamid 
iH 2 o 53.5 mg (enispr, SO mg Cyclo- . 
phoaphomid H.O-rr«i). 
well. Bcsland^te: Mo^Orko, W^f^; 

Anwl: Fonoeschhnenea Marnmakarzi- 

aVkaranom. Morbus ^ft u P^2!Li^i 
Ho^gkirwLympHofTie. MUlripioa Mye^i- 
im Bohmart olnar. k>mbir^l»pna^^o][^' 
^heraple xiff KonaoRdiening dor TTwra- 



Carme//OSa-WBIrrur«. Farbsioff t 177, 
Anw.: Morbus HOdgWn, Non-HL 
Sarkom«, akuie und cJhfoniscne 
liseho und myeloische L^uk&rnlon, 
zlnomo (meiasiwimondo sgw© 
ren wis Mamma-. Ova rial-. Bron&ni 
zinom. Seminom, Teraiom. Neun 
stom. WoichioU- und Knochonsai 
Qoaanartz.1 C 110 
AJS-baachrank.; Bel Petienian i .-- 
3chlochlsr«il«n Alter Rolh&n a *J a "La.» 
nisvemaionda MaBnohmen geifoPe^L 
wcrden. die nacn der Beondigung oa 
CvclophosphBmid-TherflDla m™J 
6 Mo nolo aulwohiorhsiiton werdoll 
sen. 

SehwangJStlllz.: C 110 

NehonW.: C 110 
WoohDBh*.; O 110 

Dot ; Die Ooaierung von CyL 
phsm*d wird Individueii unxar - - 
cichiigung und iConiroiie oes Bi 
lesigelegi- . 
Lap,: venatiaaiurm 

50Drg.<N2) iFg 

100 Org. {N3) (FB 

80 014 I Pacnmto-3pry)coj 

Cyclostln* DraflMS / J _ 
»tlh* 100 / 2O07 500 / 1J 

Trockenaubsianz . 

<Phan 

Cyolo«tln« Drageasv 
Zua;: V Org: anih,: Cy 



iripO 30 mg. 
Woh b 



wad. BaitsndtanoV Nmnumm 
enaalurmiasnrt Maorooof 



> 10XV200 

us 1 lnl.-n. ant 

Kiljp l07mQ/Zl«i 
tSSpr. 100 mg/2 
fiDOO mg Cyctoph 

l"Aaw.: Fortgeachn 
Inom. tortOOSChrttl. 

1 aftaffiflom, Morb' 
\ Hodflkin-Lympnoi 
T icemblnaiionscnei 
[ jdjerung der akui 

Ifegrnie (Alt) botm 

[ogananz.: C IK 

I etofungan. 

f Aaw.-boaohrfinll. ; 

l&WBGme Paiien 
f Basirahlungsbchj 

tteuc. Lobar- octar 

[||»bamw.: C no. 

, hamoJthaalscJ 

rtedigung Int 

I von Cyctophosph 
f ganaenor Beslrar 
Fd^ifon. inwrstilielli 
Kfafachaeiw.i civ 
^oarki ale mOgiicr 
1 nande wlrkuna v( 
f dies lt» auch dure 
f BesveNung dar V 
V Qei gieienzoliiger 
fd«r Muskeireiax^i 
| efnfi Verringaruno 

i sierasekonzantrul 

I haHartden Aonoo 
f preesrvo Wirkung 
? DO von Alio purine 

rmUuid. 

I Bai vorausgeoant 
I oer Bohandl. mit 1 
i tnin odor Ohloralr 
f MOglichKeii der lr 
{Uberanzymo mil 
F Clsrklon Cyclophc 
ICtBlcnzdHgo impl 
t&rtfl und Gabe vc 
LGrtn zu v«rm !nde» 
f *o Vakzino. Oio £ 

LChJoremphenicol 
guno der Halbwen 
Kphofipriamld und 
EStoffwoohool- 
IHnw.: CyctOphOfi 
lachadigond wlrke 
pdifachiereifan A) 

|Bdmrhulsndo Ma 

hwroen. die nacn 
|dophoBphamld-Tl 
Djlfonaie aufrvohi 

|Doi.: siehe GaOr 
'10rg.(N2) - - - 
H-Pl. INI) 100 
E£mj,-F|. (NH) IOC 
^3nj.«Pl. <N1>200 
^ftlr^.n. (M2) 20C 
' "i-Fl. (N1)600i 
t'f\. (ND 100C 
^200 org.. 50t 
'mg: 10 Inj.-R. 
'mg; lOlnj.-Fl 



doxarvs Ri 

6 Trockent. 
filasohon 
1 lnj.-FI. onn 
O too.B mg/2i 
3 mo (enispr. * 

^noyiOOO mg i 

^eaatanaietta: ^ 
5rnq/450m 
1 Dragees 
[1 Org. enuv 
KfiSLS mg (eni 
arnkJ Hap- 

j Tafltum. cite 
ipoaa rWja 
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